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DETAILED ACTION 

Claims 136 and 140-193 are pending in this application. 

Information Disclosure Statement 

1 . The information disclosure statement (IDS) submitted on July 1 1 , 2006 was 
noted and the submission is in compliance with the provisions of 37 CFR 1.97. 
Accordingly, the examiner has considered the information disclosure statement. 

Action Summary 

2. The objection of claims 140, 141, 143, 148 and 150 as containing a 
trademark/trade name is hereby withdrawn as applicant has defined what the 
trademark/trade name is. 

3. The rejection of claims 136 and 140-189 under 35 U.S.C. 112, first paragraph, 
scope of enablement is hereby withdrawn. 

4. The rejection of claims 1 36, 1 37, 1 63, 1 67-1 71 , 1 73, 1 84 and 1 85 under 35 
U.S.C. 102(b) as being anticipated by Pace et al. is hereby withdrawn. 

5. The rejection of claims 149-152 under 35 U.S.C. 103(a) over Pace et al. is 
hereby withdrawn. 
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Claim Objections 

6. Claim 192 contain the trademark/trade name POLYQUAT™, MIRAPOL™ and 
ALKAQUAT™. Where a trademark or trade name is used in a claim as a limitation to 
identify or describe a particular material or product, the claim does not comply with the 
requirements of 35 U.S.C. 1 12, second paragraph. See Ex parte Simpson, 218 
USPQ 1020 (Bd. App. 1982). The claim scope is uncertain since the trademark or trade 
name cannot be used properly to identify any particular material or product. A 
trademark or trade name is used to identify a source of goods, and not the goods 
themselves. Thus, a trademark or trade name does not identify or describe the goods 
associated with the trademark or trade name. In the present case, the trademark/trade 
name is used to identify/describe a surface stabilizer and, accordingly, the 
identification/description is indefinite. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7. Claims 136 and 140-193 are rejected under 35 USC 112, first paragraph, as 
containing subject matter which was not described in the Specification in such a way as 
to reasonably convey to one skilled in the Art that the inventor(s), at the time of the 
application was filed, had Possession of the claimed invention. 
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The claims encompass the genus of all stable fenofibrate compositions which 
exhibit the functional definition of being bioequivalent when fed to a human subject in 
either the fed or fasting state as evidenced by (a) a 90% confidence interval for UAC 
which is between 0.80 and 1 .25 and (b) a 90% confidence interval for C max which is 
between 0.80 and 1.25. In support of this composition genus, the specification provides 
a written description of only a single stable fenofibrate composition which meets 
the functional limitations and is termed "TRICOR®". 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to 
practice or by disclosure of relevant identifying characteristics, i.e., structure or other 
physical and/or chemical properties, by functional coupled with a known or disclosed 
correlation between function and structure, or by a combination of such identifying 
characteristics sufficient to show applicants were in possession of the claimed genus. 
In the instant case, the specification does not sufficiently describe a representative 
number of species of stable fenofibrate compositions meeting the FDA guidelines for 
bioequivalence between fed and fasting states, by actual reduction to practice or by 
disclosure of relevant identifying characteristics. 

The art at the time of filing does not provide sufficient information on the 
subject of stable fenofibrate compositions to overcome the deficiencies of the 
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instant specification. There is no description in the art describing a representative 
number of stable fenofibrate compositions meeting the specific confidence intervals for 
AUC and C max . There is also nothing in the art to correlate the structure-function 
relationship of the components of the single embodiment termed TRICOR®. Thus, the 
skilled artisan cannot rely on the art to envision a sufficient number of embodiments of 
the instant invention to establish that the applicant was in possession of the claimed 
genus. 

Therefore, the applicant has not satisfied the written description requirement to 
show the skilled artisan that applicant was in possession of the claimed genus of all 
stable fenofibrate compositions having the bioequivalence characteristics defined by the 
AUC and C max of claim 136. 

Claims limited to the specific stable fenofibrate composition defined by TRICOR® 
would be have appropriate written descriptive support. 



8. 



Conclusion 

Claims 136 and 140-193 are rejected. 
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Telephone Inquiries 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Konata M. George, whose telephone number is 571- 
272-0613. The examiner can normally be reached from 8AM to 6:30PM Monday to 
Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter, can be reached at 571-272-0646. The fax phone numbers 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov . Should 
you have question on access to the Private Pair system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Konata M. George 
Patent Examiner 
Technology Center 1 600 
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